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(d) All OTC test sample collection
systems for drugs of abuse testing shall
be labeled in accordance with §809.10(f)
and shall provide an adequate system
to communicate the proper interpreta-
tion of test results from the laboratory
to the lay purchaser.

[656 FR 18234, Apr. 7, 2000]

PART 8 10—MEDICAL DEVICE
RECALL AUTHORITY

Subpart A—General Provisions

Sec.

810.1 Scope.

810.2 Definitions.

810.3 Computation of time.
810.4 Service of orders.

Subpart B—Mandatory Medical Device
Recall Procedures

810.10 Cease distribution and notification
order.

810.11 Regulatory hearing.

810.12 Written request for review of cease
distribution and notification order.

810.13 Mandatory recall order.

810.14 Cease distribution and notification or
mandatory recall strategy.

810.15 Communications concerning a cease
distribution and notification or manda-
tory recall order.

810.16 Cease distribution and notification or
mandatory recall order status reports.
810.17 Termination of a cease distribution
and notification or mandatory recall

order.

810.18 Public notice.

AUTHORITY: 21 U.S.C. 321, 331, 332, 333, 334,
351, 352, 355, 360h, 3601, 371, 374, 375.

SOURCE: 61 FR 59018, Nov. 20, 1996, unless
otherwise noted.

Subpart A—General Provisions

§810.1 Scope.

Part 810 describes the procedures
that the Food and Drug Administra-
tion will follow in exercising its med-
ical device recall authority under sec-
tion 518(e) of the Federal Food, Drug,
and Cosmetic Act.

§810.2 Definitions.

As used in this part:

(a) Act means the Federal Food,
Drug, and Cosmetic Act.

(b) Agency or FDA means the Food
and Drug Administration.

§810.2

(c) Cease distribution and notification
strategy or mandatory recall strategy
means a planned, specific course of ac-
tion to be taken by the person named
in a cease distribution and notification
order or in a mandatory recall order,
which addresses the extent of the noti-
fication or recall, the need for public
warnings, and the extent of effective-
ness checks to be conducted.

(d) Consignee means any person or
firm that has received, purchased, or
used a device that is subject to a cease
distribution and notification order or a
mandatory recall order. Consignee does
not mean lay individuals or patients,
i.e., nonhealth professionals.

(e) Correction means repair, modifica-
tion, adjustment, relabeling, destruc-
tion, or inspection (including patient
monitoring) of a device, without its
physical removal from its point of use
to some other location.

(f) Device user facility means a hos-
pital, ambulatory surgical facility,
nursing home, or outpatient treatment
or diagnostic facility that is not a phy-
sician’s office.

(g8) Health professionals means practi-
tioners, including physicians, nurses,
pharmacists, dentists, respiratory
therapists, physical therapists, tech-
nologists, or any other practitioners or
allied health professionals that have a
role in using a device for human use.

(h) Human cell, tissue, or cellular or tis-
sue-based product (HCT/P) regulated as a
device means an HCT/P as defined in
§1271.3(d) of this chapter that does not
meet the criteria in §1271.10(a) and that
is also regulated as a device.

(i) Reasonable probability means that
it is more likely than not that an event
will occur.

(j) Serious, adverse health consequence
means any significant adverse experi-
ence, including those that may be ei-
ther life-threatening or involve perma-
nent or long-term injuries, but exclud-
ing injuries that are nonlife-threat-
ening and that are temporary and rea-
sonably reversible.

(k) Recall means the correction or re-
moval of a device for human use where
FDA finds that there is a reasonable
probability that the device would cause
serious, adverse health consequences or
death.
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